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Ms. Kimberly Topper

Food and Drug Administration, CDER
Advisors and Consultant Staff, HFD-21
5600 Fishers Lane

Rockville, Maryland 20857

RE: Docket Number 0IN-0256

Dear Ms. Topper:

well as others where options are very limited wil] not be substantially restricted or the access to
such therapy hampered.

David S. Caldwell, MD, FACP, FACR
Associate Professor
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